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Amendment and Response 

Serial No.: 09/453,726 ^ '^^^ 

Confinnatioii No.: 2987 

R'ed: 2 December 1999 

E2£J HYDROGEN PEROXIDE INDICATOR AND METHOD 

Remarka 

The Office Action mailed March 28. 2002, hajj been received and reviewed. The 
amendment to the specification in Table 1 at page 14, row 3 has been requested simply to correct 
a typographical error. Exhibit A, a page from the ION Products Catalog, dated 2002-2003, 
containing the name, Color Index Number, and chemical composition of the Alkali blue 6B 
colorant, is submitted herewith as support that Alkali blue 6B is also known in the art as Acid 
Blue 1 1 9. No new matter has been added as a result of this amendment. 

The pending claims are claims 1-22. Reconsideration and withdrawal of the 
rejections in view of the following comments are respectfully requested 

The 35 U.S.C. '103 Reieptinni; 

The Examiner rejected claims 1-3, 5-13, and 15-22 under 35 U.S.C. § 103(a) as 
being unpatentable over Barrett {U.S. Patent No. 5.955,025) in view of Sealing et al. (U.S. Patent 
No. 5,990.199). 

The Examiner rejected claims 4 and 14 under 35 U.S.C. § 103(a) as being 
unpatentable over Barrett (U.S. Patent No. 5,955,025) in view of Bealing et al. (U.S. Patent No. 
5,990,199) and further in view of Patel et al. (U.S. Patent No. 5,053,339). 

Applicant respectfully traverses these rejections. 

Applicant respectfully points out that Barrett doe.s not di.sc los e an alkali blue 
c^m^m in the table at column 3, as suggested by the Examiner. O^^xho disclo.sed dj^es in the 
table at column 3, lines 24-30, is a blue colored dye. Reactive Blue BF4R. which is not Alkali 
blue 6B. Although it i.s not clear from Barrett, it is believed to be a copper diazo dye (Barrett, 
column 2, lines 54-56 and column 3, lines 21-30). Alkali blue 6B, as recited in the present 
claims, is a methane dye. Further, the Alkali blue 6B of the present invention and the Reactive 
Blue BF4R of Barrett turn different colors upon exposure to a hydrogen peroxide sterilization 
process. The Reactive Blue BF4R indicator of Barrett turns light grey in the presence of the 
hydrogen peroxide .sterilizing environment of Barrett (Barrett, column 3, lines 2-3 and table). 
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while the Alkali blue 6B indicator composition of the present invention turns light grey blue to 
light blue in the presence of hydrogen peroxide vapor (Specification, page 14, table 1). 

The Examiner stated in the Office Action at page 2, line 6 of item 3, that Banett 
teaches an "indicator composition including an alkali blue colorant (col.3, tabic)". Applicant 
believes this to be a typographical error, as alkali blue colorants are not specifically disclosed in 
Bairett and, particuiarly, in view of the Examiner's statement at page 3, lines 2-3 of the Office 
Action that "Barrett fails to specifically disclose specific examples of alkali blue colorants." 

Sealing et al. do not provide that which is missing fiom Banett. As the Examiner 
pointed out, Bairett fails to disclose specific examples of alkali blue colorants (Office Action, 
page 3, lines 2-3). Combining Sealing et al. with Barrett, however, still would not provide 
Applicant's indicator composition, as Bealing et al. do not teach the use of Alkali blue 6B (also 
known as acid blue 1 19 (see Exhibit A, included herewith)). 

Bealing et al. leach tlie use of certain classes of cxtractable dyes as indicators 
(Bealing et al., column 6. lines 32-38). These dyes may be used alone or in combination with 
non-extractable and/or reactive dyes (Bealing et al., column 6, lines 16-18), wherein the color is 
removed flx>m cxtractable dyes during sterilization. The extraclabJe dyes disclosed by Bealing et 
al. include sodium sulfonate salts of triphenyl methane dyes (Bealing et al., column 6, lines 33- 
34). Alkali blue 6B (Acid Blue 1 19), with a chemical composition of C32H29N3O3S (Exhibit A), 
is not a sodium sulfonate salt of a triphenyl methane dye. Fuither, the disclosed acid blue dyes of 
Bealing et al. are Acid Blue #7 and Acid Blue #20, not Acid Blue 1 19. Therefore. Bealing et al. 
do not provide that which is missing from Barrett, the Alkali blue 6B (Acid Blue 1 19) colorant. 

Additionally, there is no teaching or suggestion in Bealing et al. that the di sclosed 
extraciable dyes would be suitable for use in the present invention. Although Bealing ct al. 
disclose that the indicators are intended for use in sterilization processes that include hydrogen 
peiroxiHe, the indicators are aOwlntendcd for use under the condition s of heat, pressure, humidity, 
riciiation, ethylene oxide, and combinations of these conditions (Bealing et al., column 5, lines 
36-46). Extractable dyes such as those disclosed in Bealing ct al. are typically used in steam 
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.steriJization processes. For indicator compositions using extractable dyes, the extraction step 
does not occur until the indicator composition has been exposed to temperatures above about 
SO^'C (120°F) (Sealing et al., column 7, lines 60-63). There is no specific teaching or suggestion 
in Dealing et al. that extractable dyes, typically used in steam sterilization processes, would be 
suitable as indicators of a hydrogen peroxide sterilization process. 

Further, there is no indication that an indicator composition intended for use in 
heat sterilizatioiTprocesses wouWi^g ^tJitaBleToF^^ for a hydrogen peroxide 

sterilization process. Sealing et al. teach that chemical indicators are designed to react to the 
critical parameters associated with a particular sterilization process, and that there are at least as 
many variations of chemical indicator compositions as there are sterilization processes (Sealing 
ei aj-, colunm 2, lines 30-33). This is illustrated by the examples of Sealing et al., which show 
various sterilization processes used with various indicator compositions. In example 5, for 
instance, the indicator composition showed an initial color of blue and a signal color of violet for 
a steam sterilization process, but either remained blue or changed lo green when exposed to an 
ethylene oxide sterilization process. Additionally, none of the sterilization processes of the 
examples included hydrogen peroxide sterilization processes, and none of the indicator 
compositions included an extractable dye. As there is no teaching of the use of extractable dyes 
as iiidicaton; for hydrogen peroxide sterilization processes, and no suggestion that extractable 
dyes would be successful if used in hydrogen peroxide sterilization indicators, Applicant 
respectfully submits there is no motivation to combine Scaling et al. with Barrett to provide 
indicator compositions and methods for hydrogen peroxide sterilization processes of the present 
invention, 

Patel teaches a color changing device for monitoring the shelf life of products. 
The device may include an oxidizing agent that can oxidize a reduced dye to introduce a color 
change (Patel, column 11, lines 47-48), Conunon representative oxidizing agents include 
hydrogen peroxide (Patel, column 1 1, lines 56-57 and 61). There is no teaching or suggestion in 
Patel of a sterilization indicator or a method of monitoring a hydrogen peroxide sterilization 
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process. Further, there is no teaching or suggestion of the use of Alkali blue 6B in a hydrogen 
peroxide sterilization indicator composition. Therefore, Paiel docs not provide that which is 
missing from Barrett or Sealing et al., either alone or in combination. 

Applicant, in view of the foregoing conunents, respectfully requests 
reconsideration and withdrawal of the rejections. 



Art mad e of record but not relied wpon 

Applicant's Representatives note the art made of record but not relied upon: 
Ignacio (U.S. Patent No. 6.063,631). However. AppUcant's Representatives respectfully point 
out that while Ignacio teaches die use of aniline blue in Example 5, Ignacio does not teach the 
use of alkali blue. 



Internatio nal Search Report and Written Qpininii 

Applicant herewith submits a copy of an International Search Report and a 
Written Opinion issued in an application related to the above-idendfied application. The art cited 
dierein has already been submitted to the Examiner in previously filed Monnation Disclosure 
Statemenus. 



Summary 

It is respectfully submitted that the pending claims 1-22 are in condition for 
allowance and notification to that effect is respectfully requested. 
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The Examiner is invited to contact Applicant's Representatives, at the below-listed 
telephone number, if it is beJieved that prosecution of this application may be assisted thereby. 

Respectfully submitted for 
David M. READ 




Date 



CERTIFICATE UNDER 37 CFR T ft - 



By Mueting, Raasch & Gebhardt, P.A. 
P.O. Box 581415 
Minneapolis, MN 55458-1415 
Phone:(612)305-1220 
Facsimile: (612) 305-1228 
Customer Number 26813 




Ann M. Mueting 
Reg. No. 33,977 
Direct Dial (612)305-1217 



The undersigned hereby certifies ihm this paper is being IransmiUed by facsimile in accordance wiUi 37 CFR 'I 6(d) 
'P. ^"^ ^^demark Office, addressed to Assistant Commissioner for Patents, Washington. D.C 202^ 1 on 

this ag2_ day ofJune. 2002. at fT.'l'^ ftfws fPr-ntmi Ti,^,.) ' ' 

Name: j^Ul t^p.^ l . Ttftr ^^lJ 
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APPENDIX A - SPECIFICATION/CLAIM AMENDMENTS 
INCLUDING NOTATIONS TO INDICATE CHANGES MADE 
Serial No.:09/453,726 

Docket No.; 5295IUS002 

Amendments to the following are indicated by underlining what has been added 
and bracketing what has been deleted. Additionally, all anjendmenis have been marked in bold 
typeface. 



In the Specification 
The portion of Table 1 at page 14 of the specification has been amended as 
indicated on the following page: 
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From the II^RNATIONAL SEARCHING AUTHORITY 


PCT 

« „ - -^IpJIFICATION OF TRANSMITTAL OF 
-G C 1 V EfejNTERNATIONAL SEARCH REPORT 
OR THE DECLARATION 

AR 2 7 ZOOt 

(PCT Rule 44.1) 

ihn A, Burtis , , 


To: 

OFFICE OF INTELLECTUAL PROPERTY COU D 
NSEL " 
Attn. BURTIS, John A. 
Post Office Box 33427 , ,- * 
Saint Paul, Minnesota 55133-3427 ^l^^L 
UNITED STATES OF AMERICA ^ J^ 

■ 


Date of mailing 

laay/monavyesr/ 22/03/2001 


Applicants or agenrs (m rera/enee 
52951PCT5A . f 2> ' 


FOR FURTHER ACTION See paragraphs 1 and 4 below 


Intemaiionai appfieaGon No. 
PCT/US 00/31847 


int^mab'Qnal filing date 

(d^Month/yBar) 20/11/2000 


Applicant 

3H IN^OVATIVE PROPERTIES COMPANY 



1 . The applicant is hereby noGtied lhat th© intamatiofial Search Report has been eaabtished and is transmitted herewith. 
Filing of amendments and statenient under Article 19: 

The applicant }9 entitled^ ir ha so wishes, to amsnd the claims or the international AppilcaGon (see Rufe 46): 

When? The time limit ftxfding such amendments is nomiaily 2 months from ttjptialtfm^anSTTTttiai of the f}*^ /4 ^^* 

Inlamalional Search Report; however, for more details, see the notes on tHa^er^cnpanying sheet 77*^' '7^-//f V") 



Where? Ofrectlylothe inlemalioral Bureau of WlPO 
34, chemin des Colombettes 
121 1 CSeneva 20, Switzerland 
Fasclmlla Mo.: (41-22} 740,14.35 

For more detailed instructions, see the notes on the acoompanying shee? 

2. rn The appljcam is heret^y notified that no International Search Report will be estal 
I— I Ariide17(2)(a) to that effect is transmitted herawvilh. 



CfTE 
ART TO 

netjani 



J 



the'^eclaration under 



3. Q With to ihe protest againet payment of (an) addltonal (ee(8) under Rule 40*2, the appltpant is notified that 

I I the protest together with the decision thereon has been tran$mitted to the International Bureau togemer wuh the 
I — ' applicant's request to lonn/ard the texts of both the protest and the decision thereon to the deeignatad Offtces, 

no decision has been made yet on the protest; the applicant twin t^e notified as soon as a decision Is made. 

4. Further action(a): The applicant Is reminded of the foOowIng: 

Shortly after 18 months from the priority date, me Intemafionai application will be pubtiehed by the International Bureau. 
If the applicant wishes to avoid or postpone publication, a notice of withdrawal of the International appncatiort, or of the 
pnorlty da'm. muat reach the International Bur^u as provided In Rules and SOiiTaa, respectively, before the 

compTetion of the technical preparations for international publication. 

Within 19 months from the priortty date, a demand for Intemauonat praumtnary examination must be filed if the applicant 
wishes to postpone Ihe entry into the rational phase until 30 months from the priority date (in soma OfRces even later). 

Within 20 months from the pttortty date, the applicant must perlbmi the prescribed acts tor eniyy into the national phase 
befOf © an designated Offices which have not been elected in the demand or In a later election within 1 9 monihs from the 
priortty date or oould not be elected because they are not bound by Chapter ii. 





Name and maning address of (he fnlemattonal Searching Authority 

European Patent Office. P.B- 5818 Patemlaan 2 
Jg\ NL-&80 HV Rtjswljk 
.iaV TeL (+31-70) 340-2040, Tx. 31 651 epo nl. 
Fax: (-kSI -70) 340-3016 


Authorized officer 

Petronella Vaassen-Els ackers 
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Thdso Notes are fntended to give Ihe basic kislmetiana eoneorviino the fifnO amandmenta und9r ftrtido f 9. The 
NetsB are based on the raquuemants ot tha Patent CoopafAlion Troaty, (he Regulations and the A^in^tTAffVO ItldtrUctions 
under that Treaty. In ca»o o(<]i»crepancy between thoao NoCea andthoae requiremonts, the latter aie applicable. Pormore 
dataiied inlormaiian, see also the PCT Applicant's Guide, a piibfic^on of WIPO. 

m these Natea, 'Artide", "HmIo', and "Saction" refer to theproviaana ol Ihe PCTi tho PCT Regulations and (he PCT 
AdministratA/e Instmctions mpectively. 



INSTRUCTIONS CONCERNrNG AMENDMENTS UNDER ARTICLE 19 



The applicant has, After having rooe'rvod thd IfTtdmationfll search ropart, orr« opporiunity to amand the ela1m» of the 
intam Atonal appljc^l^. It should hoMwver bo dmphoaized that, since all parts of the intematronal appTication (doims, 
deacriptian «nd drftWnl0») may be amencM during the international predonnary exannination procodure, ttiere Is usually 
no need to file amandmenls of the elaims under Aitiele 19 exoapt where, e.^. the applicant wants tha latter to be pubTiahed 
for the pijrpc3sas of provfaional prelection or hae another reason for amending tho clajina tselofe Intematunal pbulication. 
Furttmmore, ft should be emphaaised that provisional protection b availabta In 8om& SiatM only. 



What parts of the Intematlarvd appHcsitkHi may be amondod? 

Under AitictB 19, only the <^ms may tM menifad. 

During Ihe mtem^nol ph«»e, the daimo may aJao be amendod (or further amended!) under Article 34 before 
tho Imamalional Prefiminary &camin!ng Authonty. The desariplion and ^nwtngft may only be emended under 
Artide 34 betora Ihft Intamationad Exttmfnrng Authonty. 

Upon entiy into the national phase^ all parts of the intemaGonaf appltcation may be amended under Aitide 2d 
or, vvhere applicabla, Artide 41 . 



When'? Within 2 montha from tha date of tr^nsmtttal of lha international aeanih report or 1 6 months from the priority 

date, whichever time Emit expfrBs later, n should be noted, however, that the amendmanla will be oonaidared 
ea having been lecaved ofi time if they ore received by the International Bureau after the expiration of the 
applicable twne QmH but before the COiripletian or the technical pr^parotiunB for intemationar pubOcakion 
CRula46.1). 



Where rwt to flie Che amondmenU? 

The amendments may only be filed with tt>e Intematianal Bureau and not whh the recelvvig Office or the 
iniemMional Searohirtg Authority (Rule 

Where a demand for Inlematianal preliminary examination fiaa been/b filed^ aee below. 



How? Efther by canoellng one or rnore entire daima, by adding one or more new daima or by amencfing Ihe text of 

one or more of the daims as filed. 

A fBplaoement sheet must be submittBd tor sAch aheet of tfie datma wtildi, on ev^coum of an omencfenfint or 
amer^enta, differe from the sheet originafy filed. 

Alf the olaim» e^aring on a repiacament cheat must be numbered In Arabic numerals. Where a claim B 
cancelled no renumbering of the other daima is required. In al ca&ea where daims are renumbered, they must 
be renumbered oonaaculively {AdnriroHb-ative Inatnictiona, Section 205(b)). 

The amendmenta must be mgide In the language in whloh the rmematlonat appHcaHon Is to be publlahod. 



What dociunonts rauat/may accompany the amendroonts? 
Letter (Section 20S(b)): 

The amendment^ muct be eutnnitted with a letter. 

The letter win not to publiehed wflh the mlemab'on^ applicafion end the amended daims. R ahculd not be 
confiaed wUi the ^Statement under Artide 1 9(1)' (««« below, uncter -Statement under Artdo 19(1)-). 

The lener muat be in English or French, at the choice of the appUcant, However, IT the language of the 
kifeematlan^ application l» Engtlsh, the (eOer mual be In English; If Ihe languageof the Intematlenal a>ptlcatlan 
Is French, the lertfcr must be In French. 
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Thelattar must tndicale tho differences between the d^ma as filed and the daimft as amended (t must in 
^TtoJter, irtcfcate, in connection with «ach cTaim appearing in the ritemah'oruJ appficafion (it bemg uncieralood 
tha! fdenboal inAcatuwe contsemmg aev«ral daims ma/ be grouped) .whether 

(I) thoddJinisunolianged; 

(ii) the claim is eaneelled: 

(in) the crlaim s new; 

(rv) Ihe daim replacea ono or more dajms as filed; 

(v) the daim fo the result of the diviaian of A claim as fifed. 



ihB fonowing mmples dlmKrate the manner In whicfi amendmenU must be amMnod In tha 
accompanying wtter: ^ ' ^ 

^* Sf2l^ T?'"« ™^ W^^ndment of some claims there are 511: 

^^^•^n l^' V4^:^' f *° 4a ropteoed by amended claims bearing the «ame niimhe^: 
Q0f ms 30, 33 and 36 unchanged; now claims 49 (o 5l eddied.' 

2. PMMne originally there wore 15 claims md after amendmenl of all ddms there are 11]' 
■Wama Ito IS repl^ by amended 1 to 1 1 / ^' 

^ rlSI!^ dLm?i^"^ ^ j omendmente oon^tst in Denceinng soma daima and ki adding 

Xjaimo 1 to 6 and 14 undianspe4; dohna 7 tQ 1 3 cancaDed; new dotma 1 5, 16 and 17 added.* or 
Xlajma 7 to 13 eancAked; new^ daima 1 S, 1€ and 1 7 added; all other daim» linchanged.' 

4. (Whar^ various kffsla or omenc^fints are macto]: 

■CJaima 1 -1 0 urv^angad; clair^ 1 1 to 13. 1 8 and 1 9 cancvlled; clai'ma 1 4. 1 5 and 16 replaced by amended 
daim 14; daim 17 Bubdiv«W rnto amended daTma 15. 18 and17; new d^ 50 ^d 2l -mended 

"Statemant undar artide 1S(1)- (i 4fij4) 

JIS ^'I^JIS^^ O^pTainins Ihe amendmenta and ^dicalino any imped 

M^90)y r ^^^'^'^ ^ drawinoa (Whid, oannd be miend^ under 

The Btatemaitt wUI be published wtt|i the intemationd appGcatien and fhe amended deans. 
H must bo k) tha language tn whr^i the IntemaUttial apppAcatlon |s to be published. 
II must be hoof, not exoaeding 500 jvorda if in EngEsh or if translated into Engfish. 

L*ISifl^*^-t^2? "If^ '^J'^J^ "^^^ indicalina the dKf BiBncee between the daime 

^^^^^ ^^"*^'JLfl«'? Wad on a aeparato aho^ and must be fdentHfed as sud. by a headmg. 
rnferabfy by usjng the Wsnfe -Statement under Article 1 9(1>." i"»««i«h. 

Irt^^ i?i^^j;i^J^ S*^'^ ¥"^1"^ ^ Jntematonal aeamh report or the relevance of citations 
S^J^^^^LS^ to a given daim, contained in the inlemationaJ aeamh 

report may be made oidy in oonnecfion with an amendment of that daim. 



CensequetKalf ademm far tntetnatJotiai phaUrnlnary exaMnatlon h» irfvv^dy been fUed 

Ilf ,^^.^l!lS'r.?JL'2i^^ "7*^^ * ^^"'""^ ^ inlamational prdiminiiiy examination 

tJL^r^L^Jl*"'T**^ ^ ""Pr?"^ prefernbly, at the eama lime of filing the am^ants wHh the 

Cim3««^mG« wOh rasord to (rambnon of Uie ht twnaUonal applIcaUen tar wilfy Inlci the nsUon^ pha»> 

^^^^ f^^'^^"}^ ll» fact Ihfll. whare upon entiy into tha ndiMiol plia»e. a translqlion erf the 

ftr tolhBrdatalb on Il» re<|uir«ni»t9 oi .ach cie»ig«iaied'elB<aed Office. »e« VtohJrne II oflh* PCT Applicanra 



I 
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This Imemalional Search Report has been prapared by (his Irttemahonaf Searching Authority and 't$ transmitted to the appOcant 
acxrording to Artide 16. A copy is being transmhtbd to th9 Jntematiooal Bureau. 



This mtemafional Search Report consists or a total or 2 sheets. 

1 i It rs also accompanied by a copy of each prior art document cited in this report 
— ■■ 

1- Ba9i3 ef the report ] 

a. Wiih reoard to the langu^e, the imematsonai search was carried out on the basis or the international apptlcaUon In the 
language In which It was nied. unleee ottierwiee indicated under ihls tern. 

I 

I I the international search was cafiSed out on Che basis of a translation of the international applicalion furnished to this 
Authority {flute 23.1(b)}. j 

b. With regard to any nudeoUde and/or ai^lno acid sequence disclosed In the International applicalioo, the international search 
was carried out on the t^asis of the sequence listing : 
" contained In ths iniemauonai application in written fonn. 

filed together with the intematior^al application in oompuier readable form. 

furnished subsequently to this A/rthorrty In written form. 

furnished subse<^entfy to this Airthority in computer readble f orni. 

the statement that the subsequently furnished written sequence lisb'ng does not go beyond the disctosur© in the 
international application as filed has been furnished. 

the statement that the intormadon recorded in computer readable forni Is Identical to ihs written sequence listing has been 
fumished 

CBTlain claims vrere found unsearchable (See Box l). 
Unlry of inventfon is laofcjng (see Box M). 

4. With regard to Ihs titiA, 

Pn the text l5 approved as submitied by the applicant 

I I the text has been established by this Authonty to read as lOltows: 



2. 



□ 
□ 
□ 
□ 

□ 

□ 
□ 



With regard to the abstract, 

pn the text is approved as submitted by the applicant, 

rn the text has been established, according to Rule 3B.2(b), by this Authority as it appears in Box III, The applicant may, 
within one month from the date of mailing of this Intematlorai search report, submit comments to mis Auihonty. 

The ngure of the drawings to be published with the abstract is Fi^re No. 



Q as suggested tiy the appllcanL Q None of the figures. 

r~l because the applicant failed to suggest a figure. 
I I because this figure better charactertzes the invenh'on. 
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Involve an ihventivo step when the document la laHan alono 

'V document or particular relevance: the claimed Invention 

cannot be considered lo Invoh^ an irwenlrve step when Ihs 
document is comomed willt One Or mora other such docu- 
ments, such combinaiion being obvtous lo a person stfnad 
in the an. 

■i' dooOTifini member of the same patent f amiV 



Dale of Ihe actual oompieUon Of me inlcmalional search 

15 March 2001 



Name and mailing address of the ISA 

European Pateni Office. P.B. 5fl18 Palenltean a 

TfiL (+31-7D) 340-2040. Tx. 31 6Sl epo nl, 
Fax: (+31-70) »ID-goie 



Date Of mailing of the inlemational search report 

22/03/2001 



Authortzed ofTiccr 



Munoz, M 



Fvm PCT/lSAffi10(a©C0rtd4h6«] (Jut^ 1692) 



Received from < 6123051228 > at 6/28/02 6:10:13 PM [Eastern Daylight Time] 



06/28/2002 17:19 FAX 6123051228 UUETING RAASCH GEBHAJRDT 

inrormation on patent family members 



il018 



PCT/US 00/31847 



Patent document 
dted in searct) report 



Publlcadan , 
daiB 



Patent tarnily 
member(s) 



Pubtieatlon 
date 



US 5955025 



21-09-1999 



NONE 



WO 9852621 



26-11-1998 



US 
AU 
EP 



6063631 A 
7581498 A 
0984792 A 



16-05-2000 
11-12-1998 
15-03-2000 



WO OO61200 



19-10-2000 



AU 4336700 A 



14-11-2000 



FotiR PCT/ISASIO (palenr »nn«lO (July 1S82) 



Received from < 6123051228 > at S/28102 6:10:13 PM [Eastern Daylight Time] 



06/28/2002 17:19 FAX 6123051228 MUETING RAASCH GEBHARDT 



@019 



Frsm thD! 

WERNATIONAL PRELiMIMARV EXAMINING AUTHOHrTY 



TO: 

VOSSIUS & PARTNER 
P.O. Box 66 07 67 
D-ei634MQnchen 
ALLEMAGNE 



PATENT COOPERATION Tk^ATY 

PCT 



EINGEGANGEfcN 

Vossius & Partnerf! 

0 7. Dez. 2001 



Frisi 



F1B24 PCT 



rmematiorat applleatipn No. 
PCTAJS00/31S47 



WRITTEN OPINION 
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1 . This written opln'cn .e , he ffi^ tfmwn up by thi. intematimi^l Pr^imrnanr Examlniog AuihorJly. 

2. This opinion contains indlcaUons refuting to tfio following i^rne: 
I Basis or the opinbn | 



citations and explanations supportfrig i^uch st&t^ent 



3. The applicant is hereto invited lo repfy to mis opinion. 




it 


□ 


llf 


□ 


IV 


□ 


V 




vr 




VII 




viri 
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WRITTEN OPINION j Inlamational appHcation No. • PCT/USOO/31 847 

h Basra of the opinion 

1 . With regard to the elements oi the intemationaJ appOcaiion (Replacement ^^eete which ha\m b^^n furnished to 
the receiving Office in response to an invitation under A^ttcie 14 are referred to in this opinion &$ "originaHy filed''): 

DedCriptloHy pages: 

1 -t 6 as originally filed \ 

i 
I 

t 

Claims^ No.: 

! 
I 
I 

1 -20 as originally filed ! 



2. With regarcr to the language, all ihe elements madced above were available or furnished to this Authority In the 
language in which ihe international application was flledj unless otherwise Indicated under this rtein. 

i 

These elemente were available or furnished to this Authority in the following language; , which 

□ the language of a trarrslatlon furnished for the purpdses of the International search (urider Rule 29.1 (b)). 

□ the language of publication of the International applijisailon (under FiUle 4S.3(b]). 

n the language of a translation furnished for the purposes of International pfelimJnary exammaiion (under Rufe 
55.2 and/or 55.3), j 

3. With regard to any nudeotide and^or amino acid eequjance disclosed in the international appilcalion, the 
international preliminary examination was carried out onlthe basis of the sequence listing: 

j 

O contained fn the intemationa] applicab'on in written fbmi. 

Q filed together with the intemational application in oojjnputer readable form. 

□ furnished subsequently to this Authority 'w\ wrftten fo^m. 

□ furnished s&jt>sequently to this Authorify in computeif readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the dfeclosure In 
the International application as filed has been fumisfied. 

Q The statement that ttie information recorded in computer readable form is ideniical to the written sequence 
listing has been fum;shed. • 

4. The amendmeniB have resulted In the cancellation of i 

Q the description, paged; I 

□ the claims. Nlos.: f 

□ the drawings, sheets: : 



j 

Fooffi PCT/JPEA/40a (eones l-viii, Sheet i) (Juty iS98) | 
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WHI7TEN OPINfON 



fntemational applicaUon No, PCT/USOO/31 847 



S. □ This report has been e$tabii^^^^ 

considere^J to go beyond the disclosure as tiled (F<ule 70,2(0): 

f^nf^'^^''^ cw?/fl/»/r»^ each amendmi?nts must be refermd to und^nlem i and annexe to thi& 



6. Additional observations, if necessary: 



I 



Citations and explonatfonfi supportfna such atatem^nt oMPiicauinxy^ 



I explonatfonfi supportfng such ^tatem^nt 

1- Statement 
Novefty (N) 

inventive step (IS) 



Industrrai applicabilfly ((A) 



Claims 

Claims 1-20 
Cfaims 



2. Citations and explanations 
Gee separate sheet 



Xn. Certain docurnents cited 

1. Certain pubfished documents (Rule 70.1 o) 
and/or 

j 

2. Non-written disclosures (Rule 70.9) ! 

see separate sheet j 

I 
j 

VII, Certain defects in the Intemationar application ! 

The foi/owfng defects In the fomi or contents of the Intematfiwal application have been noted: 
see separate sheet 



Vin. Certain observatione on the International appricatio^ 

-ni© following observations on the clarity of the claims, descfiption, and drawings or on the quBslion whether the 
ciarms are fully supported by the description, are made: i y i uie quesiion wneiher the 

see separate sheet 
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WRITTEN OPINION International application No. PCT/USOO/31 fi47 

SEPARATE SHEET \ ouu/oro^/^ 



Section V: | 

! 

1 . Reference is made to tho following doci^ments: 



D1 = WO 98/52621 
/D2 = WO 00/61200 



2. Document D1 represents the nearest ayailabfe prior art with respect to 

independent claim 1 and reveals a hydn)gen peroxide indicator comprising a 
substrate and an indicator composition disposed thereon. In one embodiment the 
indicator composition comprises the colc^rant acid fuchsin (example 1). The 
colorant basic fuchsin Is also exemplified (example 2). 
Independent claim 1 mentions a list of possible colorants to be used in said 
indicator composition, amongst others ntw fuchsin is exemplified. The difference 
between the H^Oj, indicator of D1 and thit of dalm 1 is that the dye acid fuchsin 
(basic fuchsin) is replaced by new fuchs^ I.e. a derivative of the same "dye 
family-. No particular technical effect carj be recognised in using new fuchsin 
Instead of e.g. acid fuchsin. The technlc4l problem to be solved is thus to provide 
another HgOz indlcalor. | 

The technicany skilled person appears toj be well aware of Indicator dyes which 
change colour upon contact with HA. W particular those belonging to the same 
•type of dye. It would thus be obvious for jiim to replace the dye known from Dl by 
an altemative H^O^ sensitive dye and in doing so he would arrive at the subject- ' 
matter of claim 1 without any need of periforming an inventive step (Article 33f3^ 
PCT). i X w 

The same considerations apply to the olfjer aftematives of claim 1. 

3. Document D 1 also describes the use of s{ binder in the indicator composition and 
the use of a second colorant which does |iol change colour upon contact wHh 
HgOa (see page 3, 1st and 3rd paragraph^). For reasons similar to those given 
above the subject-matter of claim 10 also appears to lack an inventive step over 
Dl (Article 33(3) PCT). 

t 

The same holds for the use of the non-inventive HzO^ indicator in a known 
-ftia rilitjflt i nn nrnrigs<=; a«? ri efined. inJndenendentxIaim JLi 
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WBrrTEN OPINION ilntemationa/ appficglion No. PCT/USOO/31 847 

SEPARATE SHEET 



4. The features of dependent daims 9, 19! and 20 are also known from D1 and thus 

add nothing Inventive to the claims to wihich said claims refer 

i 

The HgOa indicators using the dyes meritioned In the other claims are considered 
obvious for the same reasons as given Iwith respect to the independent device 
claims. I 



Section VI: ; 

Although document D2 does not conslitite prior art within the meaning of Rule 
64.1 b) PCT it is to be noted, that the disclosure of said document is novelty 
destroying at least for the subject-mattei- of claim 1 for those embodiments 
employing dyes nos. 1-8, 16-19, 22-24,j29-31. 33, 36. 43 and 44 (numbers 
according to tables 1 and 2 of the descriUion) (for D2 see pages 9-1 1 , table 2). 

! 
I 

It should be mentioned here, that the vaidrty of the claimed priority date has not 
been checked. 



Section VII: i 

1 . Contrary to the requirements of Rule 5.1 PCT, the relevant backgrt)und art " 
disclosed in the document D1 is not mentioned in the description, nor is this 
document identified therein. ; 

2. The independent claims are not in the twja-part forni in accordance with Rule 
6.3(b) PCT, which in the present case wbuld be appropriate, with those features 
l<nown in combination from the prior art (document D1) being placed In a 

I 

preamble (Rule 6.3(b)(D PCT) and with ttie remaining features being included in a 
characterising part (Rule 6.3(b)(il) PCT). i 

3. The unit "inch" employed In the description (page 4) is not additionaily expressed 
in terms of the units stipulated by Rule 10.1/(a)/and/(b) PCT. 
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Inteinational application No. PCT/USOO/31 847 



4. 



In order to facilitate the examination of jhe conformity of the amended application 
With the requirements of Article 34(2)(bji PCT, the applicant requested to clearly 
Identify the amendmervts carried out. noj matter whetherthey concern 
amendments by addition, replacement ir deletion, and lo indicate the passages of 
eeat^pT" '"^'^ "^^^ "^^^ 4^^ndments ar& based (see also Rule 

I 
i 

If the applicant regards ft as appropriate,' these indications coufd be submitted in 
handwritten fonn on a copy of the relevant parts of tho application as filed. 



Section Vlil: 



From tables 1 and 2 it is apparent that s^me of the claimed indicators comprise 
oclorant dyes which give no colour change upon contact with H^O,. It is thus not 
apparent how such an embodiment coulil technically be reproduced. Claim 1 thus 
encompasses subject-matter which Is ndt sufficientfy disclosed within the meaning 
of Article 5 PCT. 



it appears that those dyes of claim 1 for 

a well recognised meaning in the ^ 

appear not to be able to unambiguously 
which said unclear terms refate. 



'vhidi not colour index exists do not have 
particular art The skilled person would thus 
I letermine the correct compounds to 



3 There is no antecedent basis for "the coljjranf in claim 12. ThG same holds for 
claims 13-15. 16 and 18 ("indicator compositlG^)"). 



Fo.u) PCr/Separale Snaai/«08 (Sheei 3) (EFCWVprii 1997) 
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